HHOOPMAIIMOHHO-AHAJIUTHYECKAS CIIPABKA
0 MOCJEeACTBUAX BIHSHASA NPOEKTA pelieHns
EBpa3suiickoii 3K0HOMHYECKOH KOMHCCHH HA YCJIOBHS
Be/IeHHs NpeINpPHHIMATEIbLCKOM AeaTeTbHOCTH

HauMenoBanue mnpoekra pemieHusa: npoekT pemeHns Cosera EBpasuiickoii

DKOHOMHYECKOH Komuccuu «O HpaBHnax I[MIpOBECACHUA @apMaHeBTH‘IeCKHX

UHCIICKLIHUI.

1. IIpobiema, Ha penieHre KOTOPOM HaIlpaBlieH NPoeKT peuteHus EDK:

Paznuuus mopsaxka W METOAMKHM  TpoOBeleHHs  (hapMaleBTHYECKUX
MHCIEKIMII  Ha  COOTBETCTBHE  TPeOOBaHWSAM  TPaBWI  HajIekKallei
IIPOM3BOJICTBEHHOM MPAKTUKH [IPUBOAAT K HEBO3MOXKHOCTH B3aUMHOTO MPH3HAHHMS
pe3ynpTaToB  (papMaleBTUYECKMX  MHCHEKIMi, dYTO BiIe4eT 3a coboi
HEOoOXOAMMOCTh TpPOBEACHHs (apMalleBTHUECKOH MHCIEKIMH MPOU3BOIACTBA
JeKapCTBEHHBIX CpPEACTB HHCIEKTOpaTaMH KaXIOro TOCyJapcTBa — 4YlleHa
EBpasuiickoro 3KOHOMHYECKOro coro3a (Jjanee COOTBETCTBEHHO — TOCYIApCTBO-
yiren, Coro3).

2. llenp perynupoBaHus:

[lens pa3paboTku MpoeKkTa MpaBwil NpPOBeAeHUS (HapMaleBTHUIECKUX
MHCIEeKIMH EBpa3smMiCKOro 3KOHOMHYECKOro coio3a (Jajee - MPOEKT MpaBHIl
mpoBeneHNs (apMaleBTUYECKUX WHCIEKIUI) 3aKIF0YaeTcsi B YCTAHOBIEHWH
eMHBIX TpaBHJI  MHCIEKTHPOBaHUSA  (hapMaIeBTHUECKOTO  IPOU3BOJICTBA,
o0ecreuMBalOIIMX JOIMYCK Ha PBIHOK (apMaleBTHUECKUX MPOU3BOIUTENEH
co cTaOWIIBHBIM BBITYCKOM IIPOMYKIHH C 3aJaHHBIMHU TapaMeTpaMH KadecTsa
U T03BOJLIOLIMX MHHHMM3HPOBaTh PHCK OTKIOHEHHS IapaMeTpPOB KayecTBa
IPOAYKIMHM OT 33JaHHBIX HCXOOHBIX IMPeNejoB, a TakKe IO3BOJISHOIIMX
HCKIIIOYUTh BO3MOXKHOCTB IIPEJICTABICHUS HEIOCTOBEPHBIX AAHHBIX O KAvyecTBe
JEKapCTBEHHBIX  IpPelaparoB, MW  IEePCOHAIM3UPOBATH  OTBETCTBEHHOCTH

[IPOU3BOJIUTEIA 3a BBITTYCK HEKA4YeCTBEHHOU MMpOOYKIHH.
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Enunbie npaBuia npoBeleHus (apMaleBTUUECKHX WHCHEKIMH MMO3BOJISIOT
JIOCTUTATh COIMOCTABUMBIX pPE3yJbTATOB IIPU IIPOBEJCHUN (apMalleBTUYECKUX
HHCIICKIIHHA pPa3HBIMU HHCIEKTOPaMH TOCYHapCTB-4JIEHOB M, BCIEACTBHE 3TOTO,
SBJISIETCS. OCHOBOM /11 B3aWMHOIO IMpPHU3HAHMS Pe3yJbTaToB (hapMalleBTUUECKUX
HHCIIEKIIMH, 4T0 oOecrneunBaeT HeoOXOUMBIH YPOBEHb KauecTBa JeKapCTBEHHBIX
IpernapaToB M CHWkaeT B paMkax Coro3a agMUHHCTpaTUBHBIE Oapbepbl s

TIPOU3BOAMTEIIEH JIEKAPCTBEHHBIX CPE/CTB.

3.'pynma 7aul, Ha 3allUTy HMHTEPECOB KOTOPHIX HAIPaBIEH TPOEKT
pemrerust EQK:

[TpoekT mpaBWi MpOBeNeHHs (apMaleBTUUCCKUX HHCIEKIUH HarpaBiieH
B IIEPBYI0 oOuepelb Ha 3alIUTYy HHTEPECOB I[allMEHTOB (KaK KOHEYHBIX
MOTpeOUTENeH JIeKapCTBEHHBIX MPEenapaToB), & TAKKe CHCTEMBI 3[PaBOOXPAHEHHS
B 1ejoM (KaKk TIEpBUYHOTO TOTpeOWTEeNsT JeKapcTBEHHBIX IIPEeTapaToB)
IIOCPEICTBOM  JIOMTycKa Ha  (apMaleBTUYECKUHA  PBIHOK  JIEKApPCTBEHHBIX
TIPETapaToB, yIOBICTBOPSIOUIMX YCTAHOBICHHBIM €IMHBIM CTaHapTaM KadecTBa.

Kpome Toro, mpoekt npaBuii mpoBeaeHus (apMareBTUUSCKIX WHCIEKIUN
MO3BONSET  YCTPaHMTh  M3JIMIIHME  aJMHHHACTPATUBHBIE  Oaphepbl  AJd
TIPOM3BOJIUTENEH JIEKAPCTBEHHBIX CPENICTB 3a CYET YCTPaHEHHS HEOOXOTUMOCTH
IIPOBOIUTE HMHCIEKLHIO TPOU3BOJACTBA JIEKAPCTBEHHOTO CPENCTBA KAXKABIM
HHCIIEKTOPATOM  TOCyJapcTBa-uieHa, Ha pbIHKE KOTOporo obparmraercs
JIEKapCTBEHHOE CPEeICTBO.

4. Anmpecatbl peryivpoBaHMs, B TOM 4YHCIe CYOBEKTHI IPeNIPUHUMATEIECKON
JIeSITENTHOCTH, ¥ BO3NEHCTBIE, OKa3bIBaeMOe Ha HUX PeryIHpPOBaHUEM:

AqpecaTaMyl peryJIUpOBaHUS SBISIOTCS (papMaleBTUUYECKHUE MHCIEKTOPATHI
VIOTHOMOYEHHBIX OpPraHoB rocyzapcTB-uiieHoB (Coro3a, OCYIIECTBISIOLIUE
HHCIIEKTHpOBaHWe  (apMalleBTUYeCKOro  IPOM3BOJACTBA HA  COOTBETCTBHE
craggapry GMP # Tpou3BOAWTENH IE€KAPCTBEHHBIX CPENCTB, KaK CYOBEKTHI

HHCIICKTHPOBaHUA.

3 Conepn{aHHe YCTaHAaBIMBACMBIX JJIA aJipecaToB pPeEryjinpOBaHHsA

OI‘paHH‘IeHHﬁ (OGﬂBaTeHBHBIX IIpaBHUJl HOBeI[eHI'Iﬂ)I



B paMKax perynupoBaHUs IIpeAnoNaraeTcs OCYIIIECTBIIEHHUE
(apMareBTHUeCKUMH HHCIIEKTOPaMHU OLIEHKH (PapMalleBTHYeCKOro IPOHU3BOACTBA
Ha cooTBercTBHE craHaapry GMP myTeM BBIIOJIHEHHS HHCIEKTUPOBAHUS
MIPOM3BO/ICTBEHHBIX IOMAL0K (papMalleBTHYeCKOr0 IPOU3BOIUTELS.

B uactHOCTH, perynupoBaHue NpoBeieHHs (apMaleBTUYECKUX MHCIEKITUH
IIpeqycMaTpUBaeT IPEIBAPUTEIbHOE M3Y4YEHHE MHCIEKTOpaMH JIOKYMEHTOB
M uHOH wuHQopManuu 00 MHCIEKTHPYEMOH JesTelNbHOCTH, obecnedeHne
pa3pabOTK¥ NpPOrpaMMbl HHCIEKLHHM M IIOAIOTOBKY KOHTPOJBHBIX JIMCTOB,
pacnpeneneHue  (QYyHKUMH B MHCHEKUMOHHOH  Ipymme,  IpoBeleHHe
BCTYTIMTEJIFHOI'O COBEILAaHUs C IIPEACTAaBUTESIMA MHCIIEKTHPYEMOI OpraHH3alluH,
OCMOTpP IIPOBEPSEMBIX OOBEKTOB B COOTBETICTBHM C IIPOrpaMMON HHCIIEKIHH,
OIIPOC OTBETCTBEHHBIX JIMIL, HAOMIOACHHUE 3a ACATEIEHOCTBIO HA pabounx Mecrax,
MpOBeIeHHEe IPOMEKYTOUHBIX COBEIAHUN WHCIIEKTOPCKOW TPYIIIBI, IIPOBEICHIE
3aKJIFOUYUTENBFHOTO COBEIIAHUS C MPEICTAaBUTENSIMU IPOBEPSAEMON OpraHU3all|H,
BO BpeMs KOTOpOro OOCYXJaloTcs IIpeABAPUTENbHbIE HMTOTH HHCIEKIUH
¥ TIEPEUUCIIIOTCS BCe OOHAPYKEHHbIE B X0¢ MHCIIEKI[UH HECOOTBETCTBUSI.

B pamkax perylupoBaHHsA IPEAIONAraeTCs yCTaHOBIEHUE €IUHEIX IPaBHIl,
IIpolelyp INPOBENEHHs M NOKYMEHTHPOBAHHUS PE3yJIbTATOB MHCIEKIMH, a TaKKe
€IMHBIX KPUTEPHH OLIEHKH TPOLIECCOB IPOM3BOICTBA JIEKAPCTBEHHBIX CPEJCTB.

6. MexaHu3M paspelleHus IpodiIeMbl U JOCTIKEHUS LENH PeryJIupoBaHus,
MpelyCMOTPEeHHBIH TpoekToM pemeHus EDK (ommcanue B3auMOCBSI3M MEKIy
IpeiaraeMbIM pPerylupoBaHUeM U pelraeMoii mpooieMoi):

JlocTiKeHre LenM  PEeryJUpOBaHUS  OCYLIECTBISETCS C  ITOMOIIBIO
HCTIONB30BAaHUsI  NMOAPOOHOM  HOPMATHBHOM  perfiaMeHTallMd  MeXaHH3Ma
IpoBeeHUs  (apMalleBTUYECKOM  HMHCIEKUMH (BKIIOYAIONIEro  IPOLenypy
UHCIIEKIMH, IOPSJOK OTYETHOCTH M OTBETCTBEHHOCTH MHCIIEKTOPOB), a TaKXke
IMyTeM YCTAHOBJICHHMsI ~CHUCTEMBl Mep, KOTOpas IIO3BOIUT  0OECre4YuTh
00BEKTHBHYIO, IPO3pavHyIo, CHCTEMHYIO OLICHKY CIIOCOOHOCTH
(hapmMaLeBTHYECKOIO  MPOU3BOAMTENs  OOECNeYrBaTh CTAOMIBHBIA  BBITYCK

IMMPOAYKIHH C 3aJaHHBIMH ITapaME€TpaMi Ka4eCTBaA.
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7.CBefieHUSI O  PAcCMOTPEHHBIX  albTEPHATHBAX  IpeiaracMoMy
PEryIUpPOBAHHIO:

B xauecTBe anbTepHATUB JaHHOMY PErYJIMPOBAHUIO PACCMOTPEHBI:

— JeKIapupOBaHHE COOTBETCTBUS (apMaleBTUYECKUX IPOM3BOJCTB
craugapty GMP;

— WCIIOJIb30BaHUE CUCTEMBI JIULIEH3UPOBAHUS [IPOU3BOLICTBA.

JlaHHBIE aNbTepPHATHUBHBIE BUbI PETYJIUPOBAHUS HMEIOT CYIIECTBEHHBIC
HenocTaTku. JlekinapupoBaHue COOTBETCTBHS MPOU3BOJCTBA JI€KAPCTBEHHBIX
npernapaTtoB ctangapty GMP s ueneit 3akirodaer B cebe KOH(IUKT UHTEPECOB
JUTSl TIPOM3BOJIMTENS, B CIy4ae HECOOTBETCTBHMS MpPoM3BOACTBa craHmapry GMP.
KauecTBo BEITycKaeMoO¥ TPOIYKIIHH U €r0 CTa0MIBHOCTE B TAKOM CIIy4Yae TPYIHO
MIPOTHO3UPYEMBI, HTO MOXKET TIOBJIE€Yb 3a COOOW IpUYMHEHHE Bpela >XU3HH
U 3[I0POBBIO MALUEHTOB.

Cuctema  JNMILEH3UPOBaHHWS  MPOM3BOJACTBA B  KadyecTBe  0OOBEKTa
PEeryIMpOBaHMs MOAPA3yMeBAaeT OPraHU3alMIo MpoLecca MPOU3BOICTBA B LIEJIOM,
¥ MOTYT He BKJIIOYAaTh MPOBEPKY KadecTBa IMPOU3BOACTBA KOHKPETHOM TpPYTIIIBI
JEeKapCTBEHHBIX IpernapaToB. BwmecTe ¢ TeM. JHMIEH3UOHHBIE TpeOOoBaHUA
K  TIPOM3BOACTBY  JIEKAPCTBEHHBIX  CPENCTB B  [OCYJapCTBax-wiIeHax
YCTAHABIMBAIOTCA  3aKOHOJATEIbCTBOM  [OCYHAapCTB-YJIEHOB, U HMEIOT
HaIMOHAIbHBIE 0COOCHHOCTH.

VYkazaHHblE aNbTEpPHATHBHBIE BApWAHTHI HE OOECIEYUBAOT JOJHKHOTO
KOHTPOJIS KauecTBa BBITYCKAeMOI IMPOTYKITHH, a TAK)KE €r0 CTa0MIFHOCTH.

8. HopMaTHBHO-IIpAaBOBOE OCHOBAHME JUIS IPUHATUS IIPOCKTa peLIeHUs
EDOK:

Crates 30 loroBopa o EBpa3zuiickoM >KOHOMHUYECKOM COI03€ OT 29 mas
2014 roma u crareu 7, 10 CornamieHus o eIUHBIX NPUHLMIIAX U TIPaBHIIAX
oOpallleHHsl JeKapCTBEHHBIX CPENCTB B paMkax EBpa3zuiicKOro 3KOHOMUYECKOTO
coro3a ot 23 nekabps 2014 ropa, nyHkr 96 ®yukiuit U nomHomounii CoBera
EBpazuiicKoil SKOHOMHYECKOH KOMUCCHM, YCTAHOBJICHHBIX MpHiIoKeHueM Ne 1

K Pemiennro Beiciero EBpasuiickoro 3KOHOMHYECKOTO coBeTa OT 23 nekabps
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2014 1. Ne 98 «O PernamenTe padotbl EBpa3suiickoil 3KOHOMUYECKONH KOMUCCUMY,
Pemenne Bricinero EBpazuiickoro sKOHOMHUYECKOro coseTa oT 23 nexadpst 2014 r.
Ne 108 «O peammzanuu CornameHuss O €JWHBIX IPUHIMUIAX H IIPaBHIAX
oOpaIeHus JeKapCTBEHHBIX CPEICTB B paMkax EBpasHilCKOro 3KOHOMHYECKOIO
COHO3ay.

9. Cdepa nonnomouunit EDK, k koTopoit oTHOCHTCS MpoeKT pemeHus EOK:

PerynupoBanue  oOpallleHUs!  JIEKAPCTBEHHBIX  CPEACTB B paMKax
EBpa3uiickoro 3K0HOMHYECKOro COr3a.

10. ®UHAHCOBO-IKOHOMHYECKHE TIOCICACTBUS MPUHATUSA MPOEKTa PelIeHUs
EOQK st cyObeKTOB IIpeAIIpUHUMATEIBCKOU NS TEeILHOCTH:

JHomyck  apmarieBTHUeCKHX MpousBoauTenedd Ha peHOK Coroza 0e3
MIPOBENICHUS MOTMOJHUTENBHBIX MHCIEKUUN (PapMaleBTUUECKUM HWHCIIEKTOPaTOM
KOKIOr0 M3 TOCYJapCTB-WIEHOB COKpaIllaeT H3AEP)KKH IIPOU3BOJUTENEH
JIEKapCTBEHHBIX CPECTB 110 BEIBOAY JI€KapCTBEHHBIX CPEJICTB Ha PhIHOK Colro3a.

11. ITpeamonaraeMelie cpoKu BCTyIUIeHUS npoekTa pemenust EDK B cuiy:

1 suBaps 2016 roxa.

12. OxumaeMslil pe3ynbTaT peryjiupoBaHus:

Co3manue ~ eOWHOHM  CHCTEMBl  HHCIEKTHPOBAHHMS  IIPOM3BOJACTBA
JTeKapCTBEHHBIX  cpeiactB  Ha  Tepputopun  Coroza,  obecneduBaromieit
OOBEKTHBHOCTH ¥  TPAHCIAPEHTHOCTh  Pe3yNbTaToB  (apMalleBTHUYECKIX
HHCIEKIUH, MPOBEASHHBIX Pa3lIMYHBIMU MHCIEKTOPAMH I'OCYJapCTB-4JIEHOB, YTO
YIIPOCTHUT BEIBOJT JIEKAPCTBEHHBIX CPeJICTB HA phlHOK Coro3a.

13. Onxcanue oneITa TOCyAapcTB — WieHOB EBpasuiickoro 5KOHOMUYECKOTo
COr03a W MEXIYHApOJHOIO OIIbITa PEryJMpOBaHUS OTHOUICHHH, SBIAIOLIMXCSH
npenMeroM TpoekTa peweHus EDK (¢ obocHOBaHHMEM €ro INpOrpecCHBHOCTH
U IPUMEHUMOCTH )

B rocynapcrBax-uieHax Coro3a B Hacrodllee BpeMsA  JAEUCTBYIOT
HAallMOHAJBHBIE TIpaBUJIa HWHCIEKTHPOBAaHMSA  JIEKAPCTBEHHBIX  IIPENapaTtos,
B DAa3IMYHOM CTElNeHW TapMOHU3UPOBAaHHBIE C TpPeOOBaHUAMH CHCTEMBI

(papmarieBTrueckux uHcnekropaToB (PIC/S) (PecnyOnuka benapycs, PecriyOnuka
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Kazaxcran, PecnyOnuka Apwmenus, PecnyOmuka Ksipreisctan) ©u  cucrema
WUHCIIEKTUPOBaHUS  (apMaleBTHUECKMX  IPOU3BOACTB C  CYIIECTBEHHBIMHU
HallMOHAJIBHBIMA ocoOeHHOCTAMH (Poccuiickas @eneparius).

Ipennaraemble IpaBuila MHCTIEKTUPOBAHMS TapMOHU3UPOBAHBI C TPeOOBAHUSIMMI
cucTeMbl  (apmarieBTiueckux — uHcnekroparoB  (PIC/S)  u npemycmarpusaroT
TpeOOBaHMS Ha YPOBHE CTPaH C XOPOIIIO PEryIIMPYEMbIM PHIHKOM.

14. CBenenust o mpoBefieHUM MyONUYHOTO OOCYKICHUS IPOEKTA pPEIIeHUS
E3K:

Hata pasmemenwns: 29 mas 2015 rona.

https://docs.eacunion.org/ru-ru/Pages/DisplayRIA.aspx?s=e1f13d1d-5914-
465c-835f-2aa3762eddda&w=9260b414-defe-45cc-88a3-eb5c73238076&1=d709
84cf-725d-4790-9b12-19604c34148c & EntityID=273.

Cnocob mpencraBneHus IIpeIOKEHUH K TPOekTy perrenus Komwccun
¥ AHPOPMAITMOHHO-aHATUTUYECKON CIIPaBKe, a TAKKe 3aIlONIHEHUS OMPOCHOIO JIMCTA:
C UCIIOIB30BaHMEM COOTBETCTRYIOLIETO cepBUca o(uIMaibHoro caiita Coro3a, mouToi.

Cpoxk npencraBieHus npeninoxeHuit: 30 naei.

KoMmMeHTapueB M 3aMedaHuid B paMKax ITyOJUYHOrO OOCYXKIOEHHS I10

TIPOEKTY He MOCTYIAJIO.

15. CBemennst o 3akimoueHUH 00 OIEHKE pPEeryJMpyroIIero BO3AeHCTBHSA

Ha npoekT pemenus EOK:

16. Muas mupopmanus, OTHOCSIIAsACA, MO MHEHHIO AenaprameHta EDK,
OTBETCTBEHHOTO 3a MOATOTOBKY TpoekTa pemeHus EDK, K OCHOBHBIM CBeIEHHAM
o npoexre peienus EDOK u (wnm) o ero noarotoske:

ITpoext pemenust Komuccuu paspaboran u ogodpen Paboueit rpymnmoit mo
(opMHpOBaHUIO OOIINX TOIXOIOB K PEryIHPOBAHUIO OOpAIeHHUs JICKAPCTBEHHBIX
CpeACTB B paMkax TaMOXeHHOro cow3a W EJWMHOro 3KOHOMHYECKOIO
MPOCTPaHCTBa, copmupoBanHoii mpu Komreruu EBpaszuiickodt 5KOHOMUYECKOH
KOMMCCHH, B COCTaB KOTOPOU BXOMST MPEACTABUTENH YIIOJHOMOUEHHBIX OPraHOB

rocynapcrB-1wieHoB Coro3a U MpefcTaBUTeN Ou3Hec-coo0IIecTBa.



